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Entiy of the amendicaeat is requested. 



Accprdljog.to.lj^^ 



'1 • ' 



TTie specificabon is amended, as is claim 58. The amendment is discussed infra. 

is noted with appreciation. Claim 115 is 
ection is in error, whereas the Supervisory 
Exammer suggested modifying the sequence listing, applicants point out that the rules 
and regulatidns are clear that claim 1 15 is in proper form. Continuation of the objection 
requires the Examiner to explain why MPEP 2422.03 does not apply. 



■ 1 1.> 



..... - ' • \ v:- • yr 

piree sequences of claim 115 are not identified b;^ a 

SEQ ID ^6" In ad^tion there are' sequences on pages 20-21 



■1: "t^; 



•r-Sy 



which do not have SEQ ID NC s." 



An isolated peptide consisting of the anamo acid 

sequence LtSHGAVlEV (aidino acids 1 58-1 6t of SEQ ID 
NO: 32f oA^^^ 
■ NOV32)7orSLDQKLF0L(aW 



The claims refer to ^emal regions of a presented sequence 



• * * *' 



According to the MPEP, 2422.0^ ; 



'Sequence identifiers can also be used to discuss 
and/or claSn parts or fragrcents" of a property prcisented 



•11. 
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: . 



sequ^ce. For example, language^such as residues 14-^43 of 
SEQ lb is permissible and the firagment nee<i not be' 

separately presented in the ' Se juence Listing.'" 



PA(X8/13'RCVDAT5/30I2007 1:09:26 PM [Eastern Daylight Time]*SVR:USPTO{FX^^^^^ 



Best Available Copy 

FULBRIGHT&JAWORSKI Fax: 21 231 83400 



May 30 2007 13:24 



P. 09 



' ISpiy^""? ttSf 9, 2007 



i^egarding tlie alleged lack of SEQ. ID. NOS. over pages 20-2 1, the Examiner is 
"lelieved to be referring to paragraph [0084] J whjch states, prior to the presentation of the 



"The complete list of peptides tested, with reference to 
tEeifp6siHoiikSEQIDNO:2!3,f6 ..... 

" It is believed ttiat both claim 115 and the specification are m compliance with the 




The Examiner has rejected claim 58 



alleging that the language is unclear, and is oben to 3 different interpretations 



under 35 U,S,C, § 112, second paragraph. 



amended the clainx in order to advance 



Am>ficants do but have 

prosecution* Witii respect'to the alleged meaning that the claim "readis on an exogenous 
amiiio acid sequence mserted mto the aBiino acid sequence of the isolated cancer 
associated antigens, appbcants do not 
' iaterpre^Hoiir Cla^ from cljaim^ 13, which specifically recites specific 

sequences. The claim is not open to this mterpretation. Nor do appbcants see the vaudity 
of the interpretation that the claim reads on a peptide fragment of the isolated cancer 
associated antieen inserted into the isolated cancer associated antigen. Should the 
Examiner persist in maintaining this position i, a much clearer, explicit discussion of why 
these interpretations are valid must be provuled. Further, the SPB stated that claim 58 as 
previously amended 'implies" polytopes. '^'his is not understood, smce claim 13 never 
was rejected as reading on polytopes. If qlaim 13 were so construed, the amendment 
" would still have been proper, since it merely^ incorporated language from acclaim it 
depends from. The Examiner's position does not withstand scrutiny. 

appHcantk' argument that l£ie iaiogiiage iiisc^^'w^ 

■ ^ peiOTttedJ^^ 
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"Eacli patent applicat&>n is examined on its own 

*TTtie claims of U.S. latent No. 6,830,924 ^ not^ . ''.^.^tl-^ir 
drawn to ^ *^ J . . . 

Both statements are true, but irrelevant The statute, i.e., 35 U.S.C. § 112, second 
' p»agrapli^ is the VaraeV Ihe language employed in tibt© claims is &e same. Whether 
IahiB:uage satisfies 35 u § 1 12, second r aragraph is not dependent upon what is or is 
not claimed. Fxirther, the claims of 6,830,924 are not unrelated subject matter, as they are 
drawn to nucleic acid molecules encoding peptides of the type claimed here. Whether in 
tEe context of this ap^^ - • 

and in a way that satisfies 35 U.S.C* § 1 12, second paragraph. The language satisfied the . 
' stetute di]^^ tiie pendency of the application which issued as the ^9^4 patent. 
Appiicants are unaware of any change in the statute. As such, &e recjmsite^^^ 
^112, second p^agi^^ 

The Exammer has then rejected claims 58-60, 85, and 86, under 35 U.S.C. § 112, 
first paragraph. The rejection made in the previous Office Action is maintaine<L in the 

prior action, the Exammer stated, at the paragraph bndging pages 4-5: 

:te^r??:^::r:fe k::'-^>'^m-:^m ' ' , J- ' ; /-t^Kr Ji^^:- .^^^ u^^'l- 

*'Howev^, the specification does [sic; not?] teach 

which fragment or derived p^tiies claimed in tHe iiistant 

clmms can used to stimtdate irrimun 

one or more MHC molecules p resented on the surf^^ 

' , and e^^ response. It is not clear if ((^it 

be geinerated using any pq)tid5 jSragme^^ 

other ^^an ' peptides LLSHGAVIEV, SLSlQl^JtV ahd^ 



The final rejection repeats this positidn, and applicants traverse 



..V' !■'"».:- 



First, applicants point out that the orcer presented by the ' 
peptide activity is backwards. Peptides tftnd to MHC molecules first and then may 
" Stimulate t cells. " Applicants will discuss this and phenomena infia- 
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. : .^: ' ^Ij^'fe^f in^^ofee 9, 2007 

They firet pbint oiit, however, that NQKB of the claims under rejection require 




The Examiner cannot read language i ito me claims that is not jpresdbt. Ratha-, the 
Examiner must consider tiie claims as writte a. Hence, the discussion of issues regarding 
T cefl stimulatfon is imsplaced- There is nb such requirement in any claim. The only 
issues' which shomd be'wder consideratLon are those which. relate tp actual cjaim ^. .. . _ 



lanCTa^^^ not language imported into the claims. The Examiner does not appear to 
dispute, for examiple, that the specification does teach how to determine MHC binding- 
The only rejections have been premised on an alleged failure to show CTL stimulation. 

On this second pomt, however, even if one could impute languag^^ to the claims, 
the rejection cannot be. mamtamed. . . . , . 

' It is a^ee4 tbi^ Examiner states, tl lat *The number of jp^tide fra^ents greater ^ " 

Man 8 or 9 amino acids Siat could be generalpd i^om SEQ ID NO: 32 is ehonnous/* 

J * . .. ...... - - . . . . ..... 

I 



•At - ■ ^<<;- 



' ,xi:\ ■• 



" ' ** '*T^^ fiact that experimentation may be hayV V .wil" 

difficult an<i time consuming does* not mandate a'coiticlusib^^^ ^" . 

that such experimentation would liave been considered to be 



... . . undujs* m tms^art." 
*^ ^ Falkl^vJ^ 

* irtie specificati^ precisely how one could dieteimri^ 

^:^';^^^:f:f^i..4'l-^i^Sj:^--?--^ • • ■ •-. •1 ■ ■ ■■■ ■'r.:^!^: 

fragment of SEQ ID NO: 32 (or any SEQ ID), bind to MHC molecules, and then to 

determine if CTLs are generated, and if thess lyse cancer cells. See, Example 21, e,g,, at 

" page^^^ Peptide s\^^ is discussei. SO, too, is au'EniSPOf Wsay * wMcti^ 

descnbed ia great^ The ELISPOT ^ssay is a well knov^n, standard Maim-e of 

; ; ■ : i • '-'i •". ••*.•••*/"•'. 

: . ^ ■ .. ■ . X V : •: : >>r- *.^V: 



I 



iff 
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-.r ...... ..^ ^ . - . ' ■ii^i^:ySil^S■^WM^ 

It IS agreed that jSnding peptides that stimulate CTLs is not a trivial matten 

, : ? • - : / .::..••;.-;■>?•. " • T ' I ■ • - Ta s '■. m -'^^imymim^^^^^^ 

however, the fact is that the iaventors. Wing, and many others, have identified such 

peptides. It can hardly be said that because £ n experiment is difficult or time consumine, 

■ . > ■ i- " ■ ; • : ^^ i' ' ' ^h '^ -'^'W- 
that this rises to the level of undue experimentation, which must be shown to overcome 

the OTesiimption of enablement. As such, the rejection should be withdrawn. 

fltie Examiner hW also rejected clainis 58-60, 85, and 86 under 35 U.S.C. § 1 12, . 'i 



first paragraph, for failing to satisfy the written description r^uiremeaiL Applicsuats have 
considered the rejection carefully, and traverke. 

Again, applicants agree with the Examiner that there are m^^ 
satisfy the ambit of the claims; however, the fact that a claim is broad does not mean it 
does not satisfy the vratten description reqirirement. Ab initio, one must address tihis 
^^01^ could one pr^seiit a list of all pept ides^which satisfy the cll^^ ^wer is ^ 

irhe Examiner then proceeds, however, to discuss how applicants Eave slibwn that 
3.peptidp^^ bind tc^^ molecule aid stimiilate CTT^, Yetj^^^ 

en's by reading language into the claims that is not present. The Exammer goes on to 
comjpoxmd the error by stating that **a sufficient number'' of representative pepitides has 

It is submitted that there are no num^ncal values that can be used to estabbsh the 

fictive "representative number*' of examples- This is not a requirement of the law. 

•'. '•v-iCj ^^^^^ . ' J: ' 

the Examiner thdo. goes on to dfecuss how appUcants have not demed a 

comiection between structure and functioa so as to satisfy the wntten description 

t ■ --^^yTii : ; • - -if^^^f i 

Falkner V. Ingles, cited stipra. makes clear that the Fedteral Curcmt has repudiated 
tibis approack As stated in Falkner, at 1321: 
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"(TjEere is no per se 
descriptjipn 0 an iiivention 



rule that an adequate written 
I that involve? ¥^ 

inacromblecule must contain a recitation of Icnown structiire.'' ..." 

mdeei Falkner makes clear that exemphfication and reduction of practice are not 
necessary either. Fallcaer at 1321. Hence, given that thrae is a reference sequence in the 
^ecificatioh, recited in the claims, and a inolecule len^ is set forth, the Examiner's , . 



position Is contrary to the law, and the reject|on should be withdrawn. 

i : *;te^- i h. 1\ f. r 

In view of the foregoing, withdrawal of the rejections of claims 58-60, 85, and 86 

IS believed proper and should be withdraw a. Smiilarly, the objection to claim 115 is 



is beiieye^ P^9jR^r -F?^. ^B?^ 
jipjjgpgr^^^^^ 



.1 • 

I. 



icamt believes no fee is due with this response. Htowever, if a fee is Sue, 
please charge bur Deposit Account No. 50-0624, under Order No. li|¥^t)l) 57l^3-tisi- " ' ' " " ' 



Dated: May 30, 2007 



........... 

C212) 318-3400 (Fax) 
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is authorized to draw. 
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